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Title  42— Public  Health 

CHAPTER  I— PUBLIC  HEALTH  SERVICE, 
DEPARTMENT  OF  HEALTH,  EDUCA¬ 
TION,  AND  WELFARE 

SUBCHAPTER  D— GRANTS 

PART  50— POLICIES  OF  GENERAL 
APPLICABILITY 

Sterilization  of  Persons  by  Federally 
Assisted  Family  Planning  Projects 

On  August  3.  1973,  the  Department 
published  a  notice  of  Guidelines  for  Ster¬ 
ilization  Procedures  under  HEW  Sup¬ 
ported  Programs  in  the  Federal  Register 
(38  FR  20930).  The  notice  directed  that 
the  policies  set  forth  in  the  guidelines  be 
implemented  through  regulations  issued 
by  the  affected  agencies  in  the  Depart¬ 
ment.  On  September  21,  1973,  notices  of 
proposed  rulemaking  were  published  in 
the  Federal  Register  (38  FTt  26459)  to 
Mnend  the  Public  Health  Service  (PHS) 
and  Social  and  Rehabilitation  Service 
(SRS)  regulations.  The  regulations  pro¬ 
posed  that  programs  or  projects  sup¬ 
ported  with  Federal  funds  administered 
by  the  Public  Health  Service  shall  not 
perform  nor  arrange  for  the  perform¬ 
ance  of  a  nontherapeutic  sterilization  of 
any  person  who  is  imder  the  age  of 
twenty-one  or  who  is  legally  incapable 
of  giving  informed  consent  to  the  steril¬ 
ization,  even  though  a  consent  has  been 
given  by  a  parent,  guardian  or  other  per¬ 
son  authorized  by  State  law,  unless  a  Re¬ 
view  Committee  (established  in  accMd- 
ance  with  the  regulaticms)  has  reviewed 
and  approved  the  procedure.  If  there  is 
no  consent  authorized  by  State  law,  the 
sterilization  procedure  would  not,  in  any 
event,  be  authorized — ^nor  would  Fed¬ 
eral  financial  participation  be  permitted. 
If  the  individual  upon  whom  the  pro¬ 
posed  sterilization  is  to  be  performed  be- 
loners  to  the  class  of  persons  who  are  le¬ 
gally  incapable  of  consenting  on  their 
own  behalf — ^because  the  person  (1)  im¬ 
der  State  law,  is  a  minor  whose  consent 
would  not  be  legally  effective  (2)  has 
been  adjudicated  incompetent,  or  (3) 
appears  incapable  of  giving  informed 
consent  because  of  a  mental  condition  or 
lack  of  mental  capacity — regulations 
would,  in  addition  to  Review  Commit¬ 
tee  approval,  require  a  judicial  determi¬ 
nation  that  the  propos^  sterilization  is 
in  the  best  interest  of  the  patient.  The 
Social  and  Rehabilitation  Service  regu¬ 
lations  proposed  that  for  SRS  supported 
programs  there  shall  be  no  Federal  fi¬ 
nancial  participation  in  expenditures  for 
such  sterilizations  unless  prescribed  pro¬ 
cedures,  consistent  with  those  described 
above  in  the  PHS  proposal,  were  fol¬ 
lowed. 

Interested  persons  were  invited  to  par¬ 
ticipate  in  the  rulemaking  through  the 
submission  of  comments  and  some  300 
comments  were  received  and  reviewed 
with  the  result  that  a  number  of  revi¬ 
sions,  as  discussed  below,  have  been  made 
In  the  regulaticms  which  were  proposed. 

Before  discussing  the  comments  and 
the  revlslcms,  it  is  desirable  to  make  a 
number  of  general  observations.  The  De¬ 
partment  ot  Health,  Education,  and  Wel¬ 
fare  is  of  the  view  that  sterllizaticm  is 


one  of  a  number  of  acceptable  methcxls 
of  family  planning  and  that  Fed«*al 
funding  of  projects  which  provide  fam¬ 
ily  planning  services,  including  steriliza¬ 
tion,  is  an  appropriate  means  of  offering 
such  services  to  those  who  desire  but 
might  not  otherwise  be  able  to  afford 
those  services.  It  has  been  and  continues 
to  be  the  policy  of  the  Department  that 
it  will  provide  fimds  cmly  for  voluntary 
.sterilizations,  i.e.,  either  the  patient  con¬ 
sents  or,  where  the  patient  is  unable  to 
consent,  an  acceptable  substitute  consent 
is  obtained.  On  the  other  hand,  the  De¬ 
partment,  in  adopting  these  regulations 
recognizes  the  existence  of  classes  com¬ 
posed  of  persons  who  because  of  age  or 
other  disability,  should  not  be  sterilized 
imless  certain  procedures  specifically  de¬ 
signed  to  prot^t  their  rights  are  scrupu¬ 
lously  observed.  It  is  the  conviction  of 
the  Department  that  an  outright  prohi¬ 
bition  on  Federal  financial  participation 
in  sterilizations  of  such  persons  could  re¬ 
sult  in  an  unfair  denial  of  services  to  the 
medically  indigent.  Such  services  are  not 
only  available  to  those  able  to  pay  there¬ 
for,  but  are  in  fact,  utilized  by  them. 
Thus  such  a  fiat  prohibition  is  overly 
simplistic  in  approach.  The  goal  of  the 
Department  is  to  protect  the  rights  of 
those  groups  concerned  without  so  en¬ 
cumbering  the  process  as  to  make  such 
services  effectively  imavailable. 

Basic  to  an  understanding  of  the  regu¬ 
lations  is  the  fact  that  they  deal  Mily 
with  the  conditions  of  Federal  financial 
participation  and  do  not  nullify  State 
safeguards  concerning  the  same  subject 
matter.  The  procedures  and  guarantees 
here  provided  for  are  in  addition  to  any 
provided  by  State  law.  A  sterilization  not 
authorized  by  State  law  will  not  become 
authorized,  nor  will  Federal  financial 
participation  be  permitted,  under  the 
terms  of  the  regulation. 

It  is  against  this  background  that  we 
turn  to  the  comments  received  In  re¬ 
sponse  to  the  notices  of  rulemaking  and 
the  revisions  in  the  regulations. 

Scope  of  the  Regulations 

1.  As  proposed,  the  provisions  of  the 
subpart  were  directed  toward  the  pro¬ 
tection  of  two  classes  of  persons — indi¬ 
viduals  under  the  age  of  21  and  those 
legally  incapable  of  consenting,  and  did 
not  purport  to  deal  with  the  need  for 
acquiring  consent  from  competent  adults. 
However,  in  response  to  many  comments 
evincing  concern,  the  regulations  have 
been  amended  to  require  Federally  as¬ 
sisted  programs  or  projects  to  obtain 
written  informed  consent  from  every 
competent  individual  on.  whom  a  non¬ 
emergency  sterilization  is  to  be  per¬ 
formed  (PHS,  42  CFR  50.203(b),  and 
SRS,  45  CFR  205.35(a)  (1)  (ii) )  and  “in¬ 
formed  consent”  has  been  defined  in  the 
regulations  (PHS,  42  CFR  50.202(f)  and 
SRS,  45  CFR  205.35(a)  (2)  (ii)).  More¬ 
over,  written  consent  is  now  required  to 
be  obtained  from  any  minor  who  is  in¬ 
capable  of  giving  a  legally  effective  in¬ 
formed  consent  merely  because  of  age  in 
any  case  in  which  it  is  proposed  to  per¬ 
form  a  nontherapeutic  sterilization  on 
such  a  minor. 


2.  A  number  of  persons  urged  that  to 
avoid  abuses  of  discretion  particularly 
with  respect  to  the  mentally  retarded, 
committee  and  court  review  should  be  re¬ 
quired  for  all  nonemergency  steriliza¬ 
tions.  We  have  not  extended  committee 
and  court  review  requirements  to  thera¬ 
peutic  sterilizations.  However,  as  a  result 
of  these  comments  the  term  “steriliza¬ 
tion”  has  been  cha,nged  to  “nonthera¬ 
peutic  sterilization”  and  has  been  defined 
more  precisely  to  exclude  from  the  neces¬ 
sity  of  committee  and  court  review  only 
those  sterilizations  which  are  (1)  a 
necessary  part  of  the  treatment  of  an  ex¬ 
isting  illness  or  Injury,  or  (2)  medically 
indicated  as  an  accompaniment  of  an 
operation  on  the  female  genitourinary 
tract.  The  latter  portion  of  the  definition 
is  needed  to  exclude  from  committee  and 
court  review  a  narrow  group  of  thera¬ 
peutic  sterilizations  which,  while  not  part 
of  the  treatment  of  an  existing  illness, 
are  medically  indicated  to  prevent  futiu-e 
possible  harm,  e.g.  future  cesarean  sec¬ 
tions.  The  definition  of  the  term  also 
specifies  that  mental  incapacity  is  not 
considered  an  illness  or  injury  for  which 
sterilization  may  be  a  part  of  the 
treatment. 

3.  A  number  of  conunents,  after  noting 
that  women  in  labor  or  shortly  after  de¬ 
livery  are  in  no  position  to  consent  in  an 
informed  manner  to  sterilization,  sug¬ 
gested  a  waiting  period  of  7  to  10  days 
between  the  consent  and  the  steriliza¬ 
tion.  We  agree  with  the  establishment  of 
a  waiting  period  for  consideration  of  the 
decision  to  be  sterilized  but  believe  that 
adoption  of  a  7-10  day  waiting  period 
would,  in  effect,  deprive  certain  persons 
of  the  opportunity  for  sterilization, 
namely  those  persons  who  receive  no  pre¬ 
natal  care  and  because  of  familial  re¬ 
sponsibilities  could  not  be  expected  to 
return  to  the  hospital  for  a  nonthera¬ 
peutic  sterilization.  Accordingly,  the 
regulations  have  been  revised  to  require 
at  least  a  72  hour  period  between  con¬ 
sent  and  the  sterilization.  (PHS,  42  CFR 
50.203(b)  and  SRS  (45  CFR  205.35(a)  (1) 
(hi).) 

4.  Several  persons  advocated  the 
elimination  of  any  minimum  age  for 
committee  review  and  that  the  effective¬ 
ness  of  consent,  and  therefore  the  need 
for  committee  review,  should  be  based  on 
minority  status,  which  is  solely  a  matter 
of  State  law.  Others  urged  that,  in  any 
event,  21  was  too  high  an  age  at  which  to 
invoke  the  need  for  committee  review  in 
view  of  the  number  of  States  adopting  18 
as  the  age  of  majority.  Still  others  con¬ 
tended  that  the  regulations  should  pro¬ 
hibit  sterilization  of  any  person  imder 
the  age  of  18. 

WhUe  we  believe  that  twenty-one  may 
set  the  age  at  too  high  a  level,  we  con¬ 
tinue  to  believe  that  some  minimum  age 
should  be  set  for  requiring  at  least  com¬ 
mittee  review.  Accordingly,  the  regula¬ 
tions  have  been  amended  to  require  the 
age  limit  for  committee  review  be  set  at 
eighteen,  even  though  State  law  may  set 
a  lower  age  for  permitting  consent  to 
sterilization.  (PHS,  42  Cm  50.203(c). 
and  SRS,  45  CFR  205.35(a)  (1)  (iv) .)  The 
purpose  of  the  regulations  is  to  subject 
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the  decisions  of  the  young  to  committee 
scrutiny  in  light  of  the  consequences  of 
such  decisions. 

As  has  already  been  stated,  absolute 
denial  of  sterilization  to  persons  under 
eighteen  regardless  of  the  circumstances 
is  unacceptable  to  the  Department. 

Waiver  or  Regulations 

(  To  avoid  duplication,  a  new  provision 
has  been  added  to  provide  for  waiver  of 
the  regulations  if  on  written  application 
by  the  State,  in  the  judgment  of  the 
Secretary,  the  State  law  provides  sub¬ 
stantially  the  same  protection  to  the 
classes  of  persons  the  Department  regu- 
lations  seek  to  protect.  (PHS,  42  CFR 
50.204,  and  SRS  45  CFR  205.35(b) .)  The 
section  also  provides  for  partial  waivers 

i.e.  for  only  those  areas  in  which  the  law 
is  deemed  adequate.  Notice  of  every  re¬ 
quest  for  waiver  will  be  published  in  the 
Federal  Register  with  opportunity  for 
public  comment  prior  to  any  Secretarial 
determination. 

Review  Committee  Selection,  Composi¬ 
tion,  Duties,  and  Procedures 

1.  A  niunber  of  those  submitting  com¬ 
ments  objected  to  the  selection  of  Review 
Conunittee  members  by  project  ofiBcials 
in  the  proposed  PHS  regulations.  We  be¬ 
lieve  that  the  project  officials  operating 
in  the  community  served  are  in  the  best 
position  to  select  responsible  members 
from  that  community  for  the  committee. 
These  regulations  have  been  revised,  how¬ 
ever,  to  require  every  PHS  assisted  pro¬ 
gram  or  project  to  advise  the  Secretary, 
in  writing,  of  the  names  and  qualifica¬ 
tions  of  the  committee  members  it  pro¬ 
poses  to  appoint.  It  is  contemplated  that 
such  documents  will  be  reviewed  by  the 
Regional  Office  which  will  notify  the  pro¬ 
gram  whether  its  committee  meets  the 
criteria  for  committee  membership  es¬ 
tablished  in  the  regulations.  (PHS  42 
CFR  50.205(a).)  With  respect  to  SRS 
programs,  because  the  appointing  agency 
will  be  a  State  agency  with  which  there 
are  established  relationships  and  estab¬ 
lished  procedures  for  determining  State 
plan  compliance,  SRS  will  enforce  such 
membership  requirements  through  exist¬ 
ing  compliance  procedures. 

2.  The  proposed  regulations  provided 
that  at  least  one  member  of  the  com¬ 
mittee  shall  be  a  representative  selected 
from  the  population  served  by  the  proj¬ 
ect.  Many  comments  urged  an  increase 
in  the  number  of  consumer  representa¬ 
tives  on  the  committee,  some  of  them 
urging  a  majority.  It  should  be  noted  that 
the  proposed  regulations  permitted  ap¬ 
pointment  of  more  than  one  such  repre¬ 
sentative.  Furthermore,  in  those  cases 
involving  a  person  legally  Incapable  of 
consenting,  the  chance  of  an  arbitrary 
committee  decision  being  effectuated  is 
minimized  by  the  requirement  of  subse¬ 
quent  court  review.  Nevertheless,  the 
merits  of  reinforcing  consumer  partici¬ 
pation  are  clear  and  in  view  of  the  wide¬ 
spread  concern  expressed,  the  regulations 
have  been  revised  to  provide  that  at  least 
two  members  shall  be  selected  from  the 
population  served  by  the  program  or 


project.  (PHS,  42  CFR  50.205(d),  and 
SRS,  45  CFR  205.35  (a)  (2)  (Iv).)  It  is 
recognized  that  such  an  Increase  may 
reqiiire  a  corresponding  increase  in  the 
total  membership  of  the  committee  to 
enable  it  to  meet  the  other  required 
qualifications. 

3.  Requiring  the  appointment  of  an 
advocate  to  represent  the  patient  at  all 
stages  of  committee  proceedings  has  been 
considered  and  rejected.  Since  only  vol¬ 
untary  sterilizations  are  involved,  any¬ 
one  acting  as  advocate  for  the  patient 
theoretically  would  be  in  the  position  of 
convincing  the  members  of  the  Review 
Committee  that  sterilization  was  in  the 
patient’s  best  interest.  Furthermore,  in 
those  cases  involving  persons  incapable 
of  providing  legal  consent  for  themselves, 
court  review  of  the  matter  obviates  the 
need  for  a  patient  advocate  during  com¬ 
mittee  proceedings.  Experience  in  related 
areas  makes  the  appointment  of  a  guar¬ 
dian  ad  litem  in  the  court  procedure  a 
likelihood. 

4.  In  response  to  a  substantial  number 
of  comments  on  the  subject,  several  pro¬ 
visions  have  been  added  which  concern 
committee  procedures.  Sections  50.206 
(c)  and  205.35(a)  (4)  (iii)  now  provide 
that  the  Committee  determination  re¬ 
quired  by  the  regulations  may  be  made 
only  at  a  convened  meeting  of  the  Com¬ 
mittee,  permitting  an  exchange  of  views 
which  is  considered  essential  in  the  deci¬ 
sion-making  process,  and  upon  the 
affirmative  vote  of  a  majority  of  the 
members  of  the  full  Committee.  More¬ 
over,  the  regulations  now  require  that  in 
recording  its  findings  and  determinations 
the  vote  of  each  individual  member  of  the 
Committee  shall  be  noted.  Finally,  new 
provisions  have  been  added  which  declare 
that  each  committee  shall  adopt  written 
by-laws  or  rules  of  procedure  which  re¬ 
flect  and  are  consistent  with  these  regu¬ 
lations  and  which  are  available  to  the 
public  on  request.  (42  (TFR  50.206(d)  and 
45  CFR  205.35(a)  (4)  (iv) .) 

5.  Some  comments  were  critical  of  the 
proposed  regulations  because  they  failed 
to  contain  a  definition  of  “patient  best 
interest.”  It  was  originally  felt  that  the 
phrase  was  sufficiently  understood  and 
that  attempts  at  artictilating  a  definition 
would  cause  more  problems  of  construc¬ 
tion  than  it  would  solve.  However,  the 
proposed  regulations  have  been  amended 
(42  CFR  50.206(a)  and  45  CFR  205.35(a) 
(4)  (i) )  to  set  forth  some  factors  which 
the  committee  must  take  into  considera¬ 
tion  in  making  the  required  determina¬ 
tion. 

Additional  Issues 

1.  A  number  of  comments  expressed 
concern  over  the  lack  of  a  provision  with 
respect  to  confidentiality.  Express  pro¬ 
visions  governing  confidentiality  of  Re¬ 
view  Committee  proceedings,  findings, 
determinations,  and  supporting  docu¬ 
ments  have  been  added  to  the  regula¬ 
tions.  (42  CFR  50.207  and  45  CFR  205.35 
(a)(4)(v).) 

2.  We  understand  that  without  an  ex¬ 
press  grant  of  authority,  some  State 
courts  may  hold  that  they  have  no  juris¬ 
diction  to  approve  the  sterilization  of 


persons  legally  Incapable  of  consenting 
for  themselves.  Since  the  Department 
continues  to  believe  that  court  approval 
is  a  vital  protection  to  the  rights  of  such 
persons,  that  requirement  will  be  re¬ 
tained  even  at  the  risk  of  denying  sterili¬ 
zations  in  some  cases  In  which  they 
would  be  desirable.  The  final  regulations 
continue  to  require  judicial  approval  of 
committee  approved  sterilizations  of  per¬ 
sons  legally  incapable  of  consenting  to 
the  procedures. 

3.  A  few  comments  questioned  whether 
Federal  funds  for  Review  Committee  ex¬ 
penses  and  other  fees  resulting  from  a 
program  or  project  complying  with  this 
subpart,  are  proper  expenses  of  the  grant. 
We  will  recognize  such  expenses  as  legi¬ 
timate  grant  or  program  administrative 
costs  but  do  not  feel  that  it  is  necessary 
to  elaborate  on  that  issue  in  these 
regulations. 

4.  A  number  of  comments  suggested 
that  in  the  absence  of  parental  consent 
the  regulations  should  prohibit  steriliza¬ 
tion  of  persons  required  to  be  referred  to 
the  Committee.  The  disadvantages  of 
permitting  a  sterilization  of  such  persons 
in  the  absence  of  parental  consent  are 
obvious.  Nevertheless  there  may  be  in¬ 
stances,  admittedly  rare,  where  to  with¬ 
hold  sterilization,  even  in  the  absence  of 
parental  consent,  would  be  adverse  to  the 
best  interest  of  the  patient.  The  regula¬ 
tions  now  require  the  Conunittee  to  in¬ 
terview  the  parents  if  available,  and  the 
Committee  must  take  their  views  into 
consideration.  To  assure  this,  the  regula¬ 
tions  have  been  amended  (PHS,  42  CFR 
50.208(c),  and  SRS  45CFR  205.35(a)(5) 
(ii) )  to  require  that  in  the  absence  of 
parental  consent  no  further  action  on 
any  sterilization  approved  by  the  Review 
Committee  shall  be  taken,  even  though 
State  law  does  not  require  parental  con¬ 
sent,  unless  the  Committee’s  findings  and 
determination  Expressly  include  its  rea¬ 
sons  for  approval  despite  the  absence  of 
parental  consent..  In  no  case  will  sterili¬ 
zation  be  permitted,  absent  parental  con¬ 
sent,  if  State  law  requires  such  consent. 

5.  A  number  of  comments  expressed 
concern  that  §  50.303(c)  of  the  proposed 
PHS  regulation  (now  §  50.203(d) ),  which 
provides  that  subpart  B  is  not  intended 
to  require  any  program  or  project  to  per¬ 
form  or  arrange  for  a  sterilization,  some¬ 
how  effects  a  change  in  departmental 
policy  with  regard  to  the  kinds  of  fam¬ 
ily  planning  services  which  must  be  pro¬ 
vided  by  an  applicant  for  Federal  finan¬ 
cial  assistance.  That  is  not  the  case.  The 
requirements  imposed  upon  Federal 
grantees  with  respect  to  family  planning 
projects  are  contained  in  42  CFR  Part  59, 
Subpart  A,  and  in  particular  §  59.5(g) 
which  requires  that  all  grantees  provide 
a  broad  range  of  family  planning  meth¬ 
ods.  Whether  or  not  a  particular  grantee 
must  offer  sterilization  services  as  one  of 
the  broad  range  of  services  required  will 
continue  to  be  evaluated  on  the  basis  of 
the  program  regulations  and  the  policies 
implemented  thereunder. 

’The  sole  purpose  of  §  50.203(d)  is  to 
negate  the  implication  that,  because  the 
Department  is  setting  procedures  for  the 
performance  of  sterilization  on  minors 


FEDERAL  REGISTER,  VOL  39,  NO.  26— WEDNESDAY,  FEBRUARY  6,  1974 


4732 

and  certain  other  incompetents,  the  De¬ 
partment  is  thereby  requiring  grantees 
to  perform  or  arrange  for  the  perform¬ 
ance  of  the  sterilization  of  such  persons. 

6.  Finally,  the  scope  of  the  phrase  "ar¬ 
ranging  for  a  sterilization”  has  been 
clarified  in  §  50.203  of  the  PHS  regula¬ 
tions  as  meaning  the  active  participa¬ 
tion  In  the  planning  of  the  operation  In¬ 
cluding  the  making  of  an  appointment 
for  the  patient  or  providing  the  funds 
for  the  sterilization,  but  as  not  Including 
the  mere  referral  of  the  patient  else¬ 
where. 

Accordingly,  having  considered  all  of 
the  comments  submitted.  In  TiUe  42,  a 
new  Subpart  B  is  added  to  Part  50,  as  set 
forth  below,  effective  on  February  6, 1974, 
applicable  to  existing  programs  and  proj¬ 
ects  as  well  as  to  programs  or  projects 
approved  for  Federal  support  on  or  after 
that  date. 

Dated:  January  28, 1974. 

Charles  C.  Edwards, 

Assistant  Secretary  for  Health, 

Dated:  January  28, 1974. 

Jaxes  S.  Dwight,  Jr., 
Administrator,  Social  and 
Rehabilitation  Service. 

Approved  January  29, 1974. 

Caspar  W.  Weinberger, 

Secretary. 

Subpart  B — Sterilization  of  Persons  in 
Federally  Assisted  Family  Planning  Projects 
Bee. 

60.301  Applicability. 

60.302  Definitions. 

60.308  General  policies. 

60.204  Waivers. 

60.308  Oo(mposltion  of  the  Committee. 

60206  Duties  and  procedures  of  the  Com¬ 
mittee. 

50207  Confidentiality. 

60208  Duties  of  the  program  or  project. 

Authobitt.  Sec.  215,  68  Stat.  690,  as 
amended  (42  UJS.C.  216). 

§  50.201  Applicability. 

The  provisions  of  this  subpart  are  ap¬ 
plicable  to  programs  or  projects  for 
health  services  which  are  supported  In 
whole  or  In  part  by  Federal  financial  as¬ 
sistance,  whether  by  grant  or  contract, 
administered  by  the  PubUc  Health  Serv¬ 
ice. 

§  50.202  Definitions. 

(a)  “Public  Health  Service”  means  the 
Health  Services  Administration,  Health 
Resources  Administration,  Naticmal  In¬ 
stitutes  of  Health,  Center  for  Disease 
Control,  Alcohol,  Drug  Abuse  and  Mental 
Health  Administration,  Food  and  Drug 
Administration  and  all  of  their  constitu¬ 
ent  agencies. 

(b)  "Nontherapcutic  sterilization”  means 
any  procedure  or  operation,  the  purp>06e  of 
which  is  to  render  an  individual  permanently 
lnocq>able  of  reproducing  and  which  is  not 
either  (1)  a  necessary  part  of  the  treatment 
of  an  existing  illness  or  injury,  or  (2)  medl- 
caUy  indicated  as  an  accompaniment  of  an 
operation  on  the  female  genitourinary  tract. 
For  purposes  of  this  paragraph  mental  in¬ 
capacity  is  not  considered  an  illness  or  injury. 

(c)  “Committee”  means  the  Review  Com¬ 
mittee  required  by  {  60203(c) . 
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(d)  “Secretary”  means  the  Secretary  of 
Health,  Education,  and  Welfare  and  any 
other  offloM’  or  employee  of  the  Departmmit 
of  Health,  Education,  and  Welfare  to  whom 
the  authority  Involved  has  been  delegated. 

(e)  A  person  “legally  Incapable  of  giving 
informed  consent”  Includes  any  person  who 

(1)  under  State  law,  is  a  minor  whose  con¬ 
sent  to  the  sterilization  would  not  be  legally 
effective,  (2)  has  been  adjudicated  incom¬ 
petent  by  a  court  of  competent  Jurisdiction, 
or  (3)  in  the  Judgment  of  a  responsible 
program  or  project  official,  appears  to  be  in¬ 
capable  of  giving  informed  consent  because 
of  a  mental  condition  or  lack  of  mental 
capacity. 

(f)  “Informed  consent”  means  the  volim- 
tary,  knowing  assent  fimn  the  individual  on 
whom  any  sterilization  is  to  be  performed 
after  he  has  been  given  (as  evidenced  by  a 
document  executed  by  such  individual) : 

(1)  A  fair  explanation  of  the  procedures  to 
be  followed; 

(2)  A  description  of  the  attendant  dis¬ 
comforts  and  risks; 

(3)  A  description  of  the  benefits  to  be 
expected; 

(4)  An  explanation  concerning  approixl- 
ate  alternative  methods  of  family  planning 
and  the  effect  and  Impact  of  the  proposed 
sterilization  Including  the  fact  that  it  must 
be  considered  to  be  an  irreversible  procediire; 

(6)  An  offer  to  answer  any  inquiries  con¬ 
cerning  the  procedures;  and 

(6)  An  Instruction  that  the  individual  is 
free  to  withdraw  his  or  her  consent  to  the 
procedure  at  any  time  prior  to  the  steriliza¬ 
tion  without  prejudicing  his  or  her  future 
care  and  without  loss  of  other  project  or 
program  benefits  to  which  the  patient  might 
otherwise  be  entitled. 

The  documentation  referred  to  in  this 
section  shall  be  provided  by  one  of  the  fol¬ 
lowing  methods: 

(i)  Provision  of  a  written  consent  docu¬ 
ment  detailing  all  ot  the  basic  elements  of 
informed  consent  (paragraph  (f)  (1)  through 
(f)  (6)  of  this  section) . 

(11)  Provision  of  a  short  form  written 
consent  document  indicating  that  the  basic 
elements  of  Informed  consent  have  been 
presented  orally  to  the  patient.  The  short 
form  docvunent  must  be  supplemented  by  a 
written  summary  of  the  oral  presentation. 
The  short  form  document  must  be  signed  by 
the  patient  or  his  legal  representative  and  by 
an  auditor-witness  to  the  oral  presentation. 
The  written  summary  shall  be  signed  by  the 
person  obtaining  the  consent  and  by  the 
auditor-witness.  The  auditeo’-wltness  shall  be 
designated  by  the  patient  or  his  legal 
representative. 

§  50.203  General  policies. 

(a)  In  addition  to  any  other  requirement 
of  this  subpart,  programs  or  projects  to 
which  this  subpart  applies  shall  not  perform 
nor  arrange  for  the  performance  of  any 
non-emergency  sterilization  xmless  such 
sterilization  is  performed  pursuant  to  a 
volvmtary  request  for  such  services  made  by 
the  p>erson  on  whom  the  sterilization  is  to  be 
performed  or  by  his  or  her  representative. 

(b)  Programs  or  projects  to  which  this 
subpart  applies  shall  not  perform  nor  arrange 
for  the  performance  of  any  nonemergency 
sterilization  unless  such  a  program  or  project 
has  obtained  informed  consent  from  the  in¬ 
dividual  on  whom  the  sterilization  is  to  be 
performed  unless  such  person  is  legally  in¬ 
capable  of  providing  such  consent.  Consent 
shall  also  be  obtained  from  any  minor  who 
is  incapable  of  giving  a  legally  effective  in¬ 
formed  consent  merely  because  of  age  in  any 
case  in  which  it  is  proposed  to  perform  a 
nontherapeutic  sterilization  on  such  minor. 
In  any  event,  no  nontherapeutic  sterilization 
shall  be  performed  sooner  than  72  hours 
following  the  giving  of  Informed  consent. 


(c)  Programs  or  projects  to  which  this 
subpart  iq>plies  shall  not  perform  nor  arrange 
for  the  performance  of  any  nontherapeutic 
sterilization  on  an  individual  who  is  \mder 
the  age  of  eighteen  or  who  is  legally  incapable 
ot  giving  informed  consent  xinless: 

(1)  A  Review  Committee,  as  described  in 
{ 60.205,  has  reviewed  and  approved  the 
sterilization,  and 

(2)  In  the  case  of  an  individual  who  is  ' 
legally  incapable  of  giving  informed  con¬ 
sent,  a  court  of  competent  jurisdiction 
has  determined  that  the  proposed  sterili¬ 
zation  is  in  the  best  interest  of  the  pa¬ 
tient. 

(d)  These  regulations  are  by  way  of 
limitation  and  are  not  intended  to  au¬ 
thorize  any  program  or  project  to  per¬ 
form  or  arrange  for  the  performance  of 
any  sterilization  not  otherwise  author¬ 
ized.  As  used  in  this  section  the  phrase 
"arrange  for  the  performance  of  a  sterili¬ 
zation”  means  active  participation  in  the 
planning  or  setting  up  of  the  operation 
Including  the  making  of  an  appointment 
for  the  patient  or  providing  the  funds 
for  the  sterilization  but  does  not  include 
the  mere  referral  of  the  patient  else¬ 
where. 

§  50.204  Waivers. 

(a)  The  Secretary  may,  upon  applica¬ 
tion  by  the  Governor  of  any  State  or  his 
delegate,  grant  a  waiver  of  any  or  all  the 
provisions  of  this  subpart  if  the  Secre¬ 
tary  finds  that  the  State  law  provides 
substantially  the  same  or  greater  protec¬ 
tion  to  the  classes  of  persons  the  De¬ 
partment  regulations  seek  to  protect. 

(b)  Applications  imder  this  section 
shall  be  in  writing  and  shall  be  accom¬ 
panied  by  a  copy  of  the  State  law  and 
shall  specify  the  section  or  sections  of  the 
regulations  for  which  a  waiver  is  sought. 

(c)  Upon  receipt  of  any  application  for 
waiver,  the  Secretary  will  publish  in  the 
Federal  Register  a  notice  of  the  receipt 
of  such  application  and  provide  an  op¬ 
portunity  for  public  comment  prior  to 
granting  any  waiver. 

§  50.205  Composition  of  tlie  Committee. 

(a)  The  Committee  referred  to  in 
§  50.203(c)  shall  be  composed  of  not  less 
than  five  members  proposed  by  responsi¬ 
ble  authorities  of  the  program  or  project. 
Final  designation  of  Committee  members 
shall  not  be  made  until  the  program  or 
project  is  advised  in  writing  by  the  Secre¬ 
tary  that  the  Committee  meets  the  cri¬ 
teria  for  Committee  membership  estab¬ 
lished  in  this  section. 

(b)  The  members  shall  be  so  selected 
that  the  Committee  will  be  competent  to 
deal  with  the  medical,  legal,  social  and 
ethical  issues  involved  in  sterilization. 

(c)  No  member  may  be  an  officer, 
employee,  representative  or  a  relative  or 
business  associate  of  an  officer,  employee, 
or  representative  of  the  program  or  proj¬ 
ect  under  which  the  procedure  is  pro¬ 
posed,  nor  may  any  member  be  otherwise 
involved  in  the  proposed  sterilization. 
Moreover,  no  one  shall  serve  on  the  Com¬ 
mittee  if  such  service  will  place  such 
member  in  a  real  or  apparent  (xinfiict  of 
interest. 

(d)  Both  sexes  shall  be  represented  on 
the  Committee,  and  at  least  two  members 
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shall  be  selected  from  the  population 
served  by  the  program  or  project. 

§  50.206  Duties  and  procedures  of  the 
Committee. 

(a)  The  Committee  shall  determine 
whether  the  proposed  sterilization  is  in 
the  best  interest  of  the  patient  taking  in¬ 
to  consideration,  among  other  things. 

(1)  The  expected  mental  and  physical 
impact  of  pregnancy  and  motherhood  on 
the  patient,  if  female,  and  the  expected 
mental  impact  of  fatherhood,  if  mede  and 

(2)  The  expected  immediate  and  long¬ 
term  mental  and  physical  impact  of 
sterilization  on  the  patient. 

(b)  In  making  its  determination,  the 
Committee  shall: 

( 1 )  Review  appropriate  medical,  social, 
and  psychological  information  concern¬ 
ing  the  patient,  including  the  age  of  the 
patient,  alternative  family  planning 
methods,  and  the  adequacy  of  consent; 

(2)  Interview  (i)  boto  parents  (if 
available)  (ii)  the  patient,  imless  it  is 
affirmatively  determined  that  such  an  in¬ 
terview  would  be  contrary  to  the  best 
interest  of  the  patient,  and  (iii)  such 
other  persons  as  in  its  judgment  will  con¬ 
tribute  pertinent  information;  and 

(3)  Record  its  findings  and  determina¬ 
tions.  collect  supporting  documentation, 
and  transmit  these  records  to  the  pro¬ 
gram  or  project.  In  recording  its  findings 
and  determinations,  it  shall  be  specified 
how  each  individual  member  of  the  Com¬ 
mittee  voted. 

(c)  The  Committee  determination  re¬ 
quired  by  this  section  may  be  made  only 
at  a  convened  meeting  of  the  Committee 
and  upon  the  affirmative  vote  of  a  ma¬ 
jority  of  the  members  of  the  full  Com¬ 
mittee. 

(d)  Each  Committee  shall  adopt  writ¬ 
ten  by-laws  or  rules  of  procedure  which 
shall  reflect  and  be  consistent  with  the 
provisions  of  this  subpart  and  which 
shall  be  made  available  to  members  of  the 
public  upon  request. 

§  .50.207  Confidentiality. 

Except  as  otherwise  required  by  the 
provisions  of  the  subpart,  all  Review 
Committee  proceedings,  findings,  deter¬ 
minations,  and  supporting  dociunenta- 
tion  shall  be  confidential  and  may  not  be 
disclosed  to  any  person  except  vdth  the 
permission  of  the  patient  or  his  legal  rep¬ 
resentative,  or  to  authorized  representa¬ 
tives  of  the  Department  for  piuposes  of 
monitoring  compliance  with  these  regu¬ 
lations. 

§  50.208  Duties  of  the  program  or 
project. 

(a)  Prior  to  appointing  the  members 
of  any  Review  Committee,  the  responsi¬ 
ble  authorities  of  the  program  or  project 
shall  advise  the  Secretary  in  writing  of 
the  names  of  the  proposed  members  of 
the  Committee  together  with  the  qualifi¬ 
cations  of  such  individual  members. 

(b)  No  further  action  on  any  sterili¬ 
zation  approved  by  the  Review  Commit¬ 
tee  shall  be  taken  unless  such  determina¬ 
tion  was  arrived  at  in  the  course  of  a 
convened  meeting  of  the  Committee  and 


by  the  affirmative  vote  of  a  majority  of 
the  full  Committee. 

(c)  In  the  absence  of  parental  consent, 
no  further  action  on  any  sterilization  ap¬ 
proved  by  the  Committee  shall  be  taken 
unless  the  Committee’s  finding  and  de¬ 
termination  expressly  include  its  reasons 
for  approval  despite  the’  absence  of  pa¬ 
rental  consent. 

(d)  Whenever  the  Committee  deter¬ 
mines  that  a  sterilization  of  an  individ¬ 
ual  who  is  incapable  of  consenting  is  ap¬ 
propriate,  the  program  or  project  shall 
seek  the  court  determination  required  by 
§  50.203(c)(2). 

(e)  The  program  or  project  shall  main¬ 
tain  records  transmitted  by  the  Review 
Committee  as  part  of  the  permanent  rec¬ 
ord  of  the  patient;  the  records  shall  be 
available  for  examination  by  the  Secre¬ 
tary  to  determine  compliance  with  these 
regulations. 

(f)  In  addition  to  such  other  reports 
specifically  required  by  the  Secretary,  the 
program  or  project  shall  report  to  the 
Secretary  at  least  annually,  the  number 
and  nature  of  the  sterilizations  subject 
to  the  procedures  set  forth  in  this  sub¬ 
part,  the  niunber  of  Committee  disap¬ 
provals  of  such  sterilizations,  the  num¬ 
ber  and  nature  of  conditional  Commit¬ 
tee  approvals,  and  such  other  relevant 
information  regarding  such  procedures 
as  the  Secretary  may  request. 
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CHAPTER  II— SOCIAL  AND  REHABILITA¬ 
TION  SERVICE  (ASSISTANCE  PRO¬ 
GRAMS),  DEPARTMENT  OF  HEALTH, 

EDUCATION,  AND  WELFARE 

PART  205 — GENERAL  ADMINISTRA¬ 
TION-PUBLIC  ASSISTANCE  PROGRAMS 

Special  Requirements  Applicable  to 
Sterilization  Proc^ures 

For  a  premable  statement  issued  by 
the  Secretary  of  Health,  Education,  and 
Welfare,  the  Assistant  Secretary  for 
Health,  and  the  Admtnistrator  of  the 
Social  and  Rehabilitation  Service,  re¬ 
garding  sterilization  procedures,  see  42 
CFR  Part  50,  appearing  in  this  issue  at 
page  4730. 

Although  the  SRS  notice  of  proposed 
rulemaking  published  in  the  Federal 
Register  on  September  21,  1973  (38  FR 
26460) ,  dealt  only  with  the  programs  ad¬ 
ministered  under  title  XIX  of  the  Social 
Security  Act  (45  CFR  249.10(a)  (11) ) , 
the  regulations  are  now  coded  in  a  new 
§  205.35,  and  are  also  applicable  to  pro¬ 
grams  administered  imder  titles  IV-A 
and  VI  of  the  Act. 

Part  205,  Chapter  II,  Title  45  of  the 
Code  of  Federal  Regulations  is  amended 
by  adding  a  new  §  205.35  as  set  forth 
below: 

§  205.35  Special  requirements  applica¬ 
ble  to  sterilization  procedure^. 

(a)  State  plan  requirements.  A  State 
plan  under  title  IV-A,  VI,  or  XIX  of  the 
Social  Security  Act  must  provide,  with 
respect  to  sterilization  procedures,  that 
all  requirements  of  this  paragraph  (a) 
will  be  met. 

(1)  Basic  requirements,  (i)  In  addi¬ 
tion  to  any  other  requirement  of  this 


paragraph,  no  nonemergency  steriliza¬ 
tion  may  be  performed  unless  such 
sterilization  is  performed  pursuant  to  a 
voluntary  request  for  such  services  made 
by  the  person  on  whom  the  sterilization 
is  to  be  performed  or  by  his  or  her  rep¬ 
resentative; 

(ii)  No  nonemergency  sterilization 
may  be  performed  unless  informed  con¬ 
sent  is  obtained  from  the  individual  on 
whom  the  sterilization  is  to  be  performed 
unless  such  person  is  legally  incapable 
of  providing  such  consent; 

(iii)  No  nontherapeutic  sterilization 
may  be  performed  sooner  than  72  hours 
following  the  giving  of  informed  con¬ 
sent;  and 

(iv)  No  nontherapeutic  sterilization 
may  be  performed  on  an  individual  who 
is  under  the  age  of  eighteen  or  who  is 
legally  incapable  of  giving  informed  con¬ 
sent  unless: 

(A)  A  Review  Committee  as  described 
in  this  paragraph  has  reviewed  and  ap¬ 
proved  the  sterilization;  and 

(B)  In  the  case  of  an  individual  who 
is  legally  incapable  of  giving  informed 
consent,  a  court  of  competent  jurisdic¬ 
tion  has  determined  that  the  proposed 
sterilization  is  in  the  best  interest  of 
the  patient;  and 

(C)  In  the  case  of  a  minor  who  only 
because  of  his  age  is  incapable  of  giving 
legally  effective  consent,  an  informed 
consent  has  been  obtained. 

(2)  As  used  in  this  paragraph: 

(i)  Commiffee  means  the  Review  Com¬ 
mittee  required  in  paragraph  (a)(1)  (iv) 

(A)  of  this  section. 

(ii)  Informed  consent  means  the  vol- 
imtary,  knowing  assent  from  the  indi¬ 
vidual  on  whom  any  sterilization  is  to 
be  i>erformed,  after  he  has  been  given 
(as  evidenced  by  a  document  executed 
by  such  individual) : 

(A)  A  fair  explanation  of  the  proce¬ 
dures  to  be  followed: 

(B)  A  description  of  the  attendant 
discomforts  and  risks; 

(C)  A  description  of  the  benefits  to  be 
expected; 

(D)  Counseling  concerning  appropri¬ 
ate  alternative  methods;  and  the  effect 
and  impact  of  the  proposed  sterilization 
including  the  fact  that  it  must  be  con¬ 
sidered  to  be  an  irreversible  procedure; 

(E)  An  offer  to  answer  any  inquiries 
concerning  the  procedures; 

(F)  An  instruction  that  the  individual 
is  free  to  withdraw  his  or  her  consent 
to  the  procedure  at  any  time  prior  to  the 
sterilization  without  prejudicing  his  or 
her  future  care  and  without  loss  of  other 
project  or  program  benefits  to  which  the 
patient  might  otherwise  be  entitled. 

The  documentation  referred  to  in  this 
paragraph  shall  be  provided  by  one  of 
the  following  methods: 

(i)  Provision  of  a  written  consent  doc¬ 
ument  detailing  all  of  the  basic  elements 
of  informed  consent  (paragraph  (a)  (2) 
(ii)(A)  through  (F)  of  this  section) . 

(ii)  Provision  of  a  short  form  written 
consent  document  indicating  that  the 
basic  elements  of  informed  consent  have 
been  presented  orally  to  the  patient.  The 
short  form  dociunent  must  be  supple- 
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mented  by  a  written  summary  of  the  oral 
presentation.  The  short  form  document 
must  be  signed  by  the  patient  or  his  le¬ 
gal  representative  and  by  an  auditor- 
witness  to  the  oral  presentation.  The 
written  sximmary  shall  be  signed  by  the 
person  obtaining  the  consmt  and  by  the 
auditor-witness.  The  auditor-witness 
shall  be  designated  by  the  patient  or  his 
legal  representative. 

(ill)  LegaUy  incapable  of  giving  in¬ 
formed  consent  Includes  any  person  who: 

(A)  Under  State  law,  is  a  minor  whose 
consent  to  the  sterilization  would  not  be 
legally  effective; 

(B)  Has  been  adjudicated  incompe¬ 
tent  by  a  coxu*t  of  competait  jurisdiction; 
or 

(C)  In  the  judgment  of  a  resp<xisible 
representative  of  the  State  agency  or  Its 
local  subdivision,  or  of  the  Institution, 
agency,  or  physician  providing  the  pro¬ 
posed  steiilizati(»i,  appears  to  be  Inca¬ 
pable  of  giving  inform^  consent  because 

a  mental  condition  or  lack  of  mental 
capacity. 

(Iv)  Nontherapeutic  sterilization 
means  any  procedure  or  operation  the 
pnimary  pxirpose  of  which  Is  to  render  an 
individual  permanently  Incapable  of  re¬ 
producing  and  which  Is  not  either: 

(A)  A  necessary  part  of  the  treatment 
of  an  existing  illness  or  Injury;  or 

(B)  Medically  Indicated  as  an  accom¬ 
paniment  of  an  opteration  on  the  female 
genitourinary  tract. 

For  purposes  of  this  definition  mental  In¬ 
capacity  Is  rtot  considered  an  illness  or 
InjiuT. 

(V)  Secretary  means  the  Secretary  of 
Health,  Educaticm,  and  Welfare. 

(3)  Composition  of  the  Committee.  (1) 
The  Committee  shall  be  composed  of  not 
less  tlmn  five  members  selected  by  the 
State  agency. 

(II)  The  members  shall  be  so  selected 
that  the  Committee  will  be  competent  to 
deal  with  the  medlcsd,  legal,  social,  and 
ethical  Issues  Involved  In  sterlllzatiixi. 

(III)  No  member  may  be  an  ofiBcer,  ^- 
ployee,  r^resentative  of  or  a  relative  or 
business  associate  of  an  ofiBcer,  employee, 
or  representative  of  the  State  agency  or 
its  lo^  subdivision,  or  of  the  Institution, 
agency,  or  physician  providing  the  pro¬ 
posed  sterilization.  Moreover,  no  one 
shall  serve  on  the  Ccsnmlttee  if  such 
service  will  place  such  member  In  a  real 
or  apparent  confilct  of  Interest. 

(Iv)  Both  sexes  shall  be  represented 
on  the  Committee,  and  at  least  two  mem¬ 
bers  shall  be  selected  from  the  popula¬ 
tion  served  by  the  agency. 

(4)  Duties  and  procedures  of  the 
Committee.  (1)  The  Committee  shall 


determine  whether  the  pr(^)06ed  sterili¬ 
zation  Is  In  the  best  Interest  of  the  in¬ 
dividual,  taking  into  consideration, 
among  other  things: 

(A)  The  expected  m^tal  and  phsrsi- 
cal  Impact  of  pregnancy  or  motherhood 
on  the  individual  if  female,  and  the  ex¬ 
pected  mental  impact  of  fatherhood,  if 
male;  and 

(B)  The  expected  immediate  and 
long-term  mental  and  physical  impact 
of  sterilization  on  the  Individual. 

(li)  In  making  its  determination,  the 
(Committee  shall: 

(A)  Review  appropriate  medical, 
social,  and  psychological  information 
concerning  the  patient.  Including  the  age 
of  the  patient,  alternative  family  plan¬ 
ning  methods,  and  the  adequacy  of  con¬ 
sent; 

(B)  Interview  (1)  both  parents  (if 
available).  (2)  the  patient  unless  it  Is 
afiBrmatlvely  determined  that  such  an 
Interview  would  be  contrary  to  the  best 
Interest  of  the  patient,  and  (3)  such 
other  pers(ms  who  in  its  Judgment  will 
contribute  pertinent  informatimi;  and 

(C)  Record  its  findings  and  determi¬ 
nations.  collect  supporting  documenta¬ 
tion,  and  transmit  these  records  to  the 
agency.  In  recording  its  findings  and 
determinations  it  shall  be  qjeclfied  how 
each  member  of  the  C(mimlttee  voted. 

(Ill)  The  Omnmlttee  determination 
required  by  this  subparagraph  may  be 
made  only  at  a  convened  meeting  of  the 
Committ^  and  upon  the  afiBrmative  vote 
of  a  majority  of  the  members  of  the  full 
Committee. 

(iv)  Each  Committee  shall  adopt  writ¬ 
ten  by-laws  or  rules  of  procedme  which 
shall  refiect  and  be  consistent  with  the 
provisims  of  this  subparagraph  and 
which  shall  be  made  available  to  mem¬ 
bers  of  the  public  upon  request. 

(v)  Except  as  otherwise  required  by 
the  provisions  of  this  chapter,  all  Review 
Committee  proceedings,  findings,  deter¬ 
minations,  and  supporting  documenta¬ 
tion  shall  be  corifidentlal  and  may  not  be 
disclosed  to  any  person  except  with  the 
permission  of  the  patient  or  his  legal 
representative,  or  to  authmized  repre¬ 
sentatives  of  the  Department  for  pur¬ 
poses  of  monitoring  cmnpliance  with 
these  regulations. 

(5)  Action  after  Committee  decisions. 

(1)  No  further  action  on  any  steriliza¬ 
tion  approved  by  the  Review  Committee 
shall  be  taken  unless  such  determination 
.was  arrived  at  In  the  course  of  a  con¬ 
vened  meeting  of  the  Committee  and  by 
a  majority  of  the  full  Committee. 

(11)  In  the  absence  of  parental  con¬ 
sent,  no  further  action  on  any  steriliza¬ 
tion  approved  by  the  Committee  shall 


be  taken  imless  the  Committee’s  finding 
and  determination  expressly  include  Its 
reasons  for  approval  despite  the  absence 
of  parental  consent. 

(ill)  Whenever  the  Committee  deter¬ 
mines  that  a  sterilization  of  an  individ¬ 
ual  who  Is  Incapable  of  consenting  Is  ap¬ 
propriate,  court  determination,  as  re¬ 
quired  by  paragraph  (a)  (1)  (iv)  (B)  of 
this  section  shall  be  obtained. 

(6)  Reports.  In  addition  to  such  other 
reports  specifically  required  by  the  Sec¬ 
retary,  the  State  agency  shall  report  to 
the  Sectary  at  least  annually,  the  niun- 
ber  and  nature  of  the  sterilizations  sub¬ 
ject  to  the  procedures  set  forth  in  this 
section,  the  number  of  Committee  disap¬ 
provals  of  such  sterilizations,  the  number 
and  nature  of  conditional  Committee  ap¬ 
provals,  and  such  other  relevant  informa¬ 
tion  regarding  such  procedures  as  the 
Secretary  may  request. 

(b)  Waivers.  (1)  The  Secretary  may, 
upon  ai^lication  by  the  Governor  of  any 
State  or  his  delegate,  grant  a  waiver  of 
any  or  all  the  provisions  of  paragraph 
(a)  of  this  section  If  the  Secretary  finds 
that  the  State  law  provides  substantially 
the  same  or  greater  protection  to  the 
classes  of  persons  the  Department  regu¬ 
lations  seek  to  protect 

(2)  Applications  under  this  section 
shall  be  In  writing  and  shall  be  accom¬ 
panied  by  a  copy  of  the  State  law  and 
shall  spe^y  the  provisions  of  the  regu¬ 
lations  for  which  a  waiver  is  sought. 

(3)  Upon  receipt  of  any  aM^Ucatlon 
for  waiver,  the  Secretary  will  publish  In 
the  Federal  Register  a  notice  of  the  re¬ 
ceipt  of  such  application  and  provide  an 
(Vportunlty  for  public  comment  prior  to 
granting  any  waiver. 

(c)  Federal  financial  participation. 
Federal  financial  participation  is  not 
available  in  expenditures  for  procediures 
for  sterilization  vinless  the  requirements 
In  paragraph  (a)  of  this  section  have 
been  met 

(Sec.  1102,  49  Stst.  647  (42  UB.C.  1302)) 

Effective  date.  The  regulation  In  this 
section  shall  be  effective  on  February  6, 
1974. 

(Catalog  of  Federal  Domestic  Assistance  Pro¬ 
gram  No.  13.714,  MedlciU  Assistance  Pro¬ 
gram;  13.754,  Public  Assistance — Social  Serv¬ 
ices) 

Dated:  January  28, 1974. 

James  S.  Dwight,  Jr., 
Administrator.  Social  and 
Rehalrilitation  Service. 

Approved:  January  29, 1974. 

Caspar  W.  Weinberger, 

Secretary. 

[FR  Doc.74-2925  FUed  2-5-74;  8: 45  am] 
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